Unit 3, Christchurch Road

Baglan Industrial Park

rmax: . Port Talbot
Nutriceutical Bt Biophysicat Systems SA12 7BZ., UK

Felicia B. Satchell
Director
Division of Standards and Labeling Regulations
Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-820)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD, 20740-3835
24™ July 2002
Dear Felicia Satchell,

Re: Premarket Notification for a New Dietary Ingredient

Further to my telephone conversation with Rhonda Kane and Ms. Kane’s subsequent email of
July 18 2002, T would like to submit the following amendments to Pharmax’s Premarket
Notification for Echium Oil.

I would like to confirm that the notification that was written on June 17" 2002 is a total
replacement of the initial notification that was written on May 7th 2002.

1. The Latin Binomial name of the source plant of echium oil is Echium plantagineum L.
The author responsible for the correct scientific classification of the botanical is Linnaeus.

2. [ am withdrawing the certificates written in German (pages 2-8 of Appendix 6 submitted
on June 17" 2002) from the notification. The enclosed appendix is a complete replacement of the
Appendix submitted on June 17" 2002.

3. The enclosed appendix includes a legible translation of each certificate of analysis. I have
also enclosed legible copies of the following three articles that were not legible in the
notification submitted on June 17™ 2002.

Alexander, JW (1998). Immunonutrition : The Role of w-3 Fatty Acids. Nutrition 14 (7/8): 627-
633.

Culvenor CCJ (1956) The alkaloids of Echium plantagineum L. I. Echiumine and echim’dine
Australian Journal Chemical 9 512

Simopoulus AP (1991) Omega-3 fatty acids in health and disease and in growth and
development American Journal of Clinical Nutrition 54 438

I would like to clarify that each bottle of echium oil will contain 300ml of the echium oil.

My contact details are:

Telephone: 0044 1792 472110

Facsimile: 0044 1792 472466

Email: cathryn.cultech(@btinternet.com




Nutriceutical & Biophysical Systems

In compliance with Dietary Supplement Health and Education Act of 1994 and in accordance
with 21 CFR 190.6, Pharmax LLC hereby makes amendments to its official Premarket
Notification for a new dietary ingredient, Echium oil. Accordingly, please find five (5) copies of
these amendments enclosed.

Please be advised as follows:

1. The name and address of the distributor of the dietary supplement that contains a new dietary
ingredient:

Pharmax LLC

120th Avenue NE,

Bellevue

WA 980005

2. The name of the new dietary ingredient that is the subject of the premarket notification:
Echium plantagineum Seed Oil
Latin Binomial name of the source plant : Echium plantagineum L.
Botanical author: Linnaeus

3. A description of the dietary supplement or dietary supplements that contain the new dietary
ingredient:
1) Soft gel gelatine capsule 1000mg Echium oil.
2) 300ml of liquid fatty acid nutritional supplement containing Echium Oil
(in each bottle)

i) the level of the new dietary ingredient is:
1) 1000mg Echium oil per capsule
2) 300ml of Echium oil per bottle

ii) the conditions of use recommended or suggested in the labelling of the dietary supplement:
Suggested Use:
1) One (1) or two (2) capsules to be taken daily as a dietary supplement,
preferably at mealtimes, or as directed by a healthcare provider.
2) 5ml of oil to be taken per day

4. The history of use or other evidence of safety establishing that the dietary ingredient, when
used under the conditions recommended or suggested in the labelling of the dietary supplement,
will be reasonably be expected to be safe:

See Safety Evaluation of Echium Qil (Section 6 of Premarket Notification)

Please find evidence within the notification that establishes that the dietary ingredient, Echium
Oil, will reasonably be expected to be safe when used under the conditions suggested on the
label. This documentation includes Certificates of Analysis, Product Specification Sheets and a
safety evaluation of Echium oil.
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Please could you confirm receipt of this amendment via email or fax.

Thank you for your time and attention to this matter. If you have any questions or comments,
please do not hesitate to contact the undersigned.

Yours sincerely,

Pharmax LLC

[l

Cathryn E Wood
Technical Scientist

[ \,J%J

cathrvn.cultech@btinternet.com
Tel: +44 1792 472110
Fax: +44 1792 472466

Unit 3

Christchurch Road
Baglan Industrial Park
Port Talbot

SA12 7TBZ

United Kingdom
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Boraginacet;e Echium plini:igil{euhl Linn,
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Original Data

Notes: Reg. Mediterr
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ING Database - Smithsonian Institution Page 1 of |

2 records found In the Index Nominum Genericorum database.
Return to the search form. — View the help file.

[C] Echium Linnaeus, Sp. Pl. 139. 1 Mai 1753.

LT.: E. ttalicum Linnaeus (vide N. L. Britton et A. Brown, IIl. FI. N.U.S. ed. 2. 3: 93. 7 Jun.
1913)

PHAN.-BORAGINACEAE (59) 9 Feb 1996

Isoplesion Rafinesque, Fi. Tell. 4: 86. med. 1838 ('1836").

= Echium Linnaeus 1753

PHAN . -BORAGINACEAE (59) 9 Feb 1996

or

~
<

http://rathbun.si.edu/botany/ing/INGsearch.ctm?requesttimeout=30000 09/07/2002



Names in Current Use - Genera> Page | of 1

NCU-3e. Names in current use for extant plant genera

Electronic version 1.0

Entry for Echium L.

« Citation: Echium L., Sp. P1.: 139

e Date: | Mai 1753

e Type: E. italicum L.

e Group: DICOTYLEDONES: BORAGINACEAE

New query | About NCU Genera | About NCU | Contact editors

©1997 by Intetnational Associavion lor Plant Taxonomy. This page last updated Sept 24, 1997.

Powered by Microsoft Backoffice

http://'www.bgbm.org/scripts/asp/IAPT/ncugentry.asp?name=FEchium 09/07/2002



Echium plantagineum L. Page | of |

Missourt Botanical Garden - w> TROPICOS g Nomenclatural Data Base - 22 Jul 2002

Echium plantagineum L.

Family - BORAGINACEAE - Borage Family
Published in:
Mantissa Plantarum 2: 202. 1771.
{Mant. Pl }

5 Synonym citation(s) for this.name |

13 Publication(s) citing this.name |

1 Homonymic or infraspecific name(s)’ i

2 Chromosome count(s) | |

Link to NYBG specimen data base for this species
TROPICOS # 04001277

http://mobot.mobot.org/cgi-bin/search_vast 22/07/2002
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Go to Screen Version

Echium plantagineum L.
Taxonomic Senal No.: 31898

Taxoncmy and Nomenclature

Kingdom: Plantae

Taxonomic Rank: Species

Synonym(s). Echium lycopsis L. p.p.
Common Name(s): salvation jane

Taxonomic Status:

Current Standing accepted
Taxonomic Credibility verified
Rating:

Taxeonomic Hierarchy

Kingdom Plantae
Subkingdom Tracheobionta
Division Magnoliophyta -- angiosperms, flowering plants
Class Magnoliopsida -- dicotyledons
Subclass Asteridae
Order Lamiales
Family Boraginaceae -- borage
Genus Echium L. -- echium, vipersbugloss

Species Echium plantagineum L. -- salvation jane

References

Expert(s):

Expert John Kartesz

Notes: Biota of North America Project (BONAP)
Reference for:

Other Source(s):

Source: Plants, Database (version 4.0.4)
Acquired. 1996

Notes.

Reference for

Source: Plants, database (version 5.1.1)
Acquired: 2000
Notes: piants.usda.gov

Reference for

Publication(s):
Author(s)/Editor(s):
Publication Date.
Article/Chapter Title:
Journal/Book Name, Vol
No..

Page(s):

Pubiisher
Publication Place
ISBN/ISSN:

Notes:

Reference for

hetp://www.tis.. ./SingleRpt?search_topic=TSNésearch_value=31898&print_version=PRT&source=to_prin 24/07/2002



ITIS Standard Report Page Print Version Page 2 of 2

Geographic Information

Geographic Division: North America

Jurisdiction/Origin: Continentat US, Introduced
Comments

Comment:

Date Gene
Wed Jul 24 2002 05 01 ¢

hitp://www.itis..../SingleRpt2search_topic=TSNé&search _value=31898&print_version=PRT&source=to_prin 24/07/2002



Taxon: Echium plantagineum L.

Genus: Echium

Family: Boraginaceae.

Nomen number: 14875.

Place of publication: Mant. pl. 2:202. 1771.

Name verified on: 02-May-1995 by Systematic Botany Laboratory. Last updated:
17-Oct-2001.

Species priority site is: Western Regional PI Station (W6). 2 accessions (by country).

Common names:

blueweed (Source Noaweed Aust )
Paterson's-curse (Source Econ Pl Aust)

pur ple echium (Source Noaweed Aust )
purple viper's-bugloss (Source | BriStace )
purple-bugloss (Source Novweed Aust)
Riverina bluebell (Source Novweed Aust)
Salvation Jane (Source Noxweed Aust )
viper's—bugloss {Source Noxweed Aust )

Economic importance:

Bee plants (fide CSIRO HEcPAus)
Environmental: ornamental  (fide Dict Gard, F Pak)

Vertebrate pOiSOﬂS: mammals (fide Cooper & Johnson, as E lycopsis. Fyerisy, as £ lycopsis,
Kingsbury et al 1964, as E [ycopsis, Lampe & McCann, as E. lycopsis)

Weed: potential seed contaminant (fide Noaweed Aust)

Distributional range:

Native:

Other:

Africa: Algeria n|; Egypt; Libya (n |; Morocco; Portugal - Azores, Madeira
Islands; Spain - Canary Islands; Tunisia

Asia-Temperate: Cyprus; Georgia; Israel; Jordan; Lebanon; Syria; Turkey
Europe: Albania; Bulgaria; France {ic Comsical; Greece fici Crete]; Italy fmct sardinna.
siwalyl; Portugal; Spain et Bakeares; Ukraine - Krym; United Kingdom;
Yugoslavia

naturalized elsewhere
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Synonyms:

L d

Echium lycopsis auct.
Echium violaceum auct.

(previously associated with 1 accession)

Check other databases for Echium plantagineum:

Flora Europaea: Database of European Plants (ESFEDS)




| USDA | ARS | GRIN | NPGS | New Search |

Cite as: USDA, ARS, National Genetic Resources Program. Germplasm Resources
Information Network - (GRIN). [Online Database] National Germplasm Resources
Laboratory, Beltsville, Maryland. Available: http://www.ars-grin.gov/var/apache/cgi-
bin/npgs/htmi/tax_search.pl?echium-+plantagineum (04 July 2002)

Send your comments to: Dr. J. H Wiersema.

Return to the Taxonomy Home Page.




